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DETAILED ACTION 
Claim Rejections - 35 USC §112 

1. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1-12 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. With respect to base claim 1 , the configurations of 
the snare and the suture are uncertain, since they are said to be deployed on or 
inserted through a vessel opening, where the vessel is an unpatentable part of the 
human body, which essentially has been claimed as a structural part of the invention. . 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 

States. 

4. Claims 1-3, 6-9, and 12 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Kammerer (5,562,684). Kammerer discloses, at least in figures 4 and 16-25 and in 
col. 6, line 60 to col, 7, line 60 and col. 8, line 48 to col. 9, line 55; a closure system 
usable for a vessel, where the system includes a sheath (52), a snare (74), and a suture 
(100) with a pre-tied knot (102) on a proximal end, where the snare comprises a V- 
shaped (at its proximal portion) wire loop with a memory, and where the pre-tied knot 
forms a slidable knot. 
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5. Claims 19 and 20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Noda et al. (5,129,912). Noda et al. disclose, at least in figures 6-7G, a method of 
closing a vascular opening utilizing a pre-tied knot, where the method includes providing 
a suture (18) having a free end portion and pre-tied portion (36), utilizing a suture device 
(10, 22, or 70) to position the suture or extending a free end portion of the suture 
through the pre-tied portion, and cinching the pre-tied knot. 

Allowable Subject Matter 

6. Claims 13-18 are allowed. 

7. The following is an examiner's statement of reasons for allowance: None of the 
prior art of record, alone or in combination, discloses a method of closing a vascular 
opening utilizing a vascular closure device, where the method includes, inter alia, 
inserting a sheath through a vessel opening, inserting a snare into the vessel on a first 
side of the vessel opening, inserting a suture with a pre-tied knot into a second side of 
the opening, and directing the distal end of the suture through the pre-tied knot at the 
proximal end of the suture. 

Any comments considered necessary by applicant must be submitted no later 
than the payment of the issue fee and, to avoid processing delays, should preferably 
accompany the issue fee. Such submissions should be clearly labeled "Comments on 
Statement of Reasons for Allowance." 
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8. Claims 4, 5, 10, and 1 1 would be allowable if rewritten to overcome the 
rejection(s) under 35 U.S.C. 112, 2nd paragraph, set forth in this Office action and to 
include all of the limitations of the base claim and any intervening claims. 

9. The following is a statement of reasons for the indication of allowable subject 
matter: None of the prior art of record, alone or in combination, discloses a vascular 
closure system including, inter alia, a sheath, a snare, and suture having a pre-tied knot 
at its proximal end, where the system further includes a handle set with the pre-tied knot 
of the suture releasably attached to the handle set and a hub with a one-way silicone 
hub valve. 

As allowable subject matter has been indicated, applicant's reply must either 
comply with all formal requirements or specifically traverse each requirement not 
complied with. See 37 CFR 1.111(b) and MPEP § 707.07(a). 

Conclusion 

10. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Goldrath (5,330,488), Dana et al. (6,746,457), and Diduch et al. 
(2002/0147456) teach devices with sheaths, snares, and sutures. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supen/isor, Anh Tuan Nguyen can be reached on (571) 272-4963. The fax phone 
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number for the organization wliere tliis application or proceeding is assigned is (571) 
273-8300. 

information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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